
lrn~~a~tat~~n or Injectable Dosage Farm Mew Animal Drugs; Florfenicol 

AGENCY: Food and Drug Ad~nis~ation, HEEL 

ACTION: Final rule. 

s~~~A~Y~ The Food an Drug Ad~inis~ation (PDA) is amending the aGma1 drug ~egulat~u~s 

to reflect approval of a supplemental new animal drug application (NADA) filed by Schering- 

Plough Amoral Health Corp. The supplement rovides for changing a pathogen genus from 

~~~e~~~~ on labeling of florfenicol injectable solution. 

FOR FUR-T” ~~F~~~A~~O~ CQNTACT: Naba as, Center for Veterinary Medicine (IEEEV-133), 

7500 Standish PI., Rockville, MD 20855, 301-827-7569, e-mail: 

ndas ~~v~.fda.gov. 

S~~P~E~E~~A~Y ~~FU~~A~~~~: Sche~~g-Plough Animal Health Corp., 3095 Morris Ave., P.Q. 

ox 3 182, Union, NJ ~7~83, is the sponsor of NADA I41-063 that provides for use of ~~~~~ 

njectable Solution in cattle. S~he~~g-P~ough Animal Health Corp. filed a 

supplemental NA A providing for changing a pathogen genus from ~as~~~~~l~a to ~a~~~~~~~a 

roduct labeling. The NADA is approved as of November 8,2001, and the regulations are 

amended in 5 522.955 (21 CFR 522.955) to reflect the approval. Section 522.955 is also being 

amended to reflect an updated format. Approval of is supplemental NADA did not require review 

of safety or effectiveness data; therefore, a freedom of information su ary is not required. 
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The agency has d~te~~~d under 21 CFR 25.33(a)( 1) that this action is of a type that does 

y or c~~~la~~ve~y have a significant effect cm the human ~~v~~~~~~~t. Therefore, 

xleither an enviro~enta~ assessment nor an environmental impact statement is required. 

This rule does not meet the efinition of “rule” in 5 USC. 8~~(3)(A) because it is a rule 

licability.” Therefore, it is not subject to ~the congressional review requirements 

List of Subjects in 21 CFR Part 522 

therefore, under the Federal Food, Drug, and Cosmetic Act and under a~~o~~ delegated 

to the Co ssioner of Food and Drugs and redelegated to the Center for Vete~n~ Medicine, 

21 CFR, part 522 is amended as follows: 

PART ~~2-~~PlA~TAT~O~ OR INJECTABLE DOSAGE FORM NEW ANIMAL DRUGS 

he aurora citation for 21 CFX part 522 continues to read as follows: 

hmity: 21 U.S.C. 360b. 

ection 522.955 is amended by revising the section heading and by revising p~agraphs 

(a), (d)(~)(~)~ (d)(l)(ii), and (d)(~)(ii~) to read as follows: 

(4 * * * 

(0 *:$* 

(i) ~~~~~~* 20 mg per kilogram (/kg) of body weight as an ~n~arnus~u~~ injection. A second 

dose shaped be a~~n~stered 48 hours later. 
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(A) ~~~~c~&~~~~ for use, For treatment of bovine respiratory d sease (EKED) associated with 

M~~~~~~~~~ (~~s~~~~e~~~} ~~e~~~y~~c~, P. ~uZ~~C~~~, and ~ae~up~~~~s SOWW. For treatment of 

bovine i~terdigita~ phlegmon (foot rot, acute i~terdigital necrobacillosis, infectious podode~at~tis) 

associated wit ~~s~buc~er~~~ n~~~~p~~r~~ and Bacteroides ~~~~n~~~~e~~c~s. 

(ES) [Reserved] 

(ii) Amount. 40 mg/kg body weight as a single subcutaneous injection. 

(A) ~~d~c~~~~~s for use. As in paragraph (d)(l)(i)(A) of this section; for control of respirator 

isease in cattle a igh risk of developing BRD associated with M. ~~~s~~u~el~~~ ~~e~~ly~~c~, 

P. ~~l~~c~d~, and H. smnnus. 

(B) [Reserved] 

(iii) ~~~~~~~~~~s. Do not slaughter within 28 days of last intramuscular treatment or within 

38 days of subcutaneous reagent. Do not use in female dairy cattle 20 months of age or older. 

Use may cause ‘Ik residues. A withdrawal period has not been established in pre~~nating calves. 




